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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 4/7/09 . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090604 



Application/Control Number: 10/767,296 Page 2 

Art Unit: 3773 

DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on March 
31 , 2009 has been entered. 

Election/Restrictions 

2. Newly submitted claims 55-57 directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: The stent of the 
newly-submitted claims includes, inter alia, a strut element including a network of 
attached particles forming a porous metallic core, which is distinct from the strut 
element including a solid metallic core found in the originally-claimed invention. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 55-57 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 
821.03. 

Claim Rejections - 35 USC §112 

3. Claims 59 and 60 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The specification does not describe a metallic 
sheet devoid of polymeric material. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 28, 44, 45, 50, 52, 54, and 58-61 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over MacGregor (5,015,253 or '253) in view of MacGregor 
(4,355,426 or '426), and further in view of Khosravi et al. (5,441 ,51 5). MacGregor '253 
discloses the invention substantially as claimed. Macgregor '253 discloses, at least in 
the figures and in col. 4, lines 7-17 and col. 5, lines 51-60; a stent comprising a strut 
element including a solid metallic inner core having opposed inner and outer sides (i.e., 
a luminal side and an exterior, tissue-facing side, respectively) and an outer layer 
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disposed on the outer side and an inner layer disposed on the inner side, where the 
outer layer is made from a first porous material formed by particles sintered to the inner 
core; where the inner layer is made from a porous material the inner layer being a 
second porous layer of material formed by particles sintered to the inner core, and 
where the stent is configured for being radially expanded by a balloon and for providing 
support to a body vessel. However, MacGregor '253 does not disclose that the first and 
second layers are of metallic material, where the layers are configured to contain 
therapeutic agents as claimed. MacGregor '426 teaches, at least in col. 3, lines 18-56 
and col. 8, line 39 to col. 10, line 51; a cardiovascular device including a metallic core 
including a layer of metallic material sintered the metallic core. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made, in 
view of MacGregor '426, to apply a metallic material in the layers of the stent of 
MacGregor '253. A metallic material would allow a stent to have biocompatible, porous 
layers with excellent wear and strength characteristics. 

However, neither of the MacGregor references, alone or in combination, 
discloses that a strut element of the stent or the entire stent comprises a metallic sheet 
or a metallic sheet having opposed ends, forming a cylinder, and devoid of a polymeric 
material. The MacGregor references also do not disclose that the stent includes one or 
more therapeutic agents impregnated within the porous metallic layers and releasable 
at an implant site, and that the stent is coiled and includes a head portion, at least two 
slots and tail portions receivable in the slots. Khosravi et al. teach, at least in figure 21 
and col. 7, lines 21-38; col. 8, line 65 to col. 9, line 7; and col. 10, line 56-58; a stent 
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including a metallic sheet or a metallic sheet having opposed ends, forming a coiled 
cylinder, and devoid of a polymeric material, a head portion, at least two slots (e.g., 
unlabeled, serrated slots) and tail portions (at the top edge of the sheet as seen in fig. 
21 ) receivable in the slots. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made, in view of Khosravi et al., to modify the stent 
of MacGregor '253 in view of MacGregor '426, so that the stent or its strut element 
comprises a metallic sheet, a head portion, at least two slots and tail portions receivable 
in the slots. Such modifications would allow the stent to be inserted into a body lumen, 
to be expanded, and to be reliably locked in an enlarged diameter form for maintaining 
the patency of the body lumen. Khosravi et al. further teach one or more therapeutic 
agents impregnated within the surfaces of their stent, where the agents are releasable 
at an implant site. It would also be obvious to one having ordinary skill in the art at the 
time the invention was made, in view of Khosravi et al., to include one or more 
therapeutic agents in the porous metallic layers of the stent of MacGregor '253 in view 
of MacGregor '426. Such a modification would prevent blood coagulation or 
hyperplastic response from a blood vessel, or reduce the likelihood of restenosis at the 
implant site. 

Response to Amendment 

6. Applicant's arguments with respect to claims 28, 44, 45, 50, 52, 54, and 58-61 
have been considered but are moot in view of the new ground(s) of rejection. 



Application/Control Number: 10/767,296 Page 6 

Art Unit: 3773 

Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Kropf (4,760,849) teach a coiled stent formed from a metallic 
sheet. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 



